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Adverse Events Associated with Ingestion of Gamma-Butyrolactone — 
Minnesota, New Mexico, and Texas, 1998-1999 


Products containing gamma-butyrolactone (GBL)* are marketed for many claimed 
purposes, including to induce sleep, release growth hormone, enhance sexual activity 
and athletic performance, relieve depression, and prolong life. GBL is converted by 
the body into gamma-hydroxybutyrate (GHB), a drug banned outside of clinical trials 
approved by the Food and Drug Administration (FDA). Recognized manifestations of 
GHB toxicity include bradycardia, hypothermia, central nervous system depression, 
and uncontrolled movements (7). This report describes seven cases of GBL toxicity 
involving the product “Revivarant,” which is labeled as containing 1.82 g of GBL 
per fluid ounce, reported from two hospital emergency departments (EDs) in Minne- 
sota during October-December 1998 and summarizes an additional 34 cases of GBL 
toxicity reported to poison centers in New Mexico and Texas during October 1998- 
January 1999. 


Minnesota 

Patient 1. On November 26, 1998, a 24-year-old man vomited and had seizures 
shortly after drinking 3—4 oz of Revivarant. His behavior became unusual, and he alter- 
nated between extreme agitation and profound calm. Paramedics noted that his skin 
was warm, flushed, and profusely diaphoretic, and he had bradycardia (pulse as low 
as 45 beats per minute [bpm]). Systolic blood pressure was 110 mm Hg. Transcutane- 
ous oxygen saturations (SpO2) were 96% on room air, and blood glucose by finger- 
stick was 90 mg/dL. During transport to an ED, he had periods of combativeness 
lasting 30 to 60 seconds followed by coma lasting 1-3 minutes. In the ED, he was 
unconscious with spontaneous eye opening, a positive withdrawal reflex, and no 
speech (Glasgow Coma Scale of 7); rectal temperature was 94.8 F (34.9 C). A urine 
toxicology screen and blood ethanol test were negative. He was intubated and admit- 
ted to the intensive-care unit (ICU) with a diagnosis of toxic encephalopathy. During 
the next 7 hours, his heart rate increased from 42 to 116 bpm and he became more 
alert. He had no recollection of events except for having ingested Revivarant. He wa: 
discharged with normal mental status. 


*Also is known as dihydro-2(3H)-furanone; 4-butanolide; 2(3H)-furanone, dihydro; tetrahydro- 
2-furanone; and butyrolactone gamma. 
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Patient 2. On December 12, 1998, a 46-year-old woman had a seizure and lost 
consciousness after drinking approximately 2.7 oz of Revivarant in conjunction with 
ethanol. Paramedics found her unconscious and in severe respiratory depression with 
a pulse of 54 bpm. Oxygen was administered by mask; she had an SpO2 of 87%. On 
arrival in the ED, physical examination identified sinus bradycardia (54 bpm); tem- 
perature of 96.1 F (35.6 C); and miotic pupils. A serum ethanol level was 0.11%. She 
was admitted to the ICU, mechanically ventilated through the night, and awoke in 
improved condition the next morning; she was discharged with no memory of the 
events. 

Patient 3. On November 8, 1998, a 31-year-old man drank approximately 1 oz of 
Revivarant, four beers, and a large sip of wine. Shortly thereafter, he gradually lost 
consciousness and subsequently fell. He regained consciousness but had involuntary 
muscle movements and episodes of confusion. Paramedics noted that he was ambu- 
latory but confused. On physical examination in the ED, he was agitated, anxious, and 
unable to recall the preceding events. His shoulders twitched, and he had a small abra- 
sion below his left eye. He had a pulse of 64 bpm and hypothermia (oral temperature 
of 95.2 F [35.1 C]). Breath ethanol level was 0.08%. He denied previous GBL use or 
illicit drug use. He recovered completely and was discharged. 

Patients 4 and 5. On October 31, 1998, a 24-year-old man (patient 4) and a 26-year- 
old man (patient 5) each drank 10-13 oz of Revivarant while drinking alcohol at a bar. 
On leaving the bar, witnesses observed them fall and become unresponsive. On arri- 
val at the ED, they alternated between somnolence and confusion. When awake, nei- 
ther patient could consistently follow commands. Patient 4 had fecal incontinence. 
Vital signs for both patients were within normal limits. Breath ethanol levels were 
0.09% (patient 4) and 0.15% (patient 5). Neither patient had a history of using medica- 
tions or illicit drugs. After 2 hours of observation, the patients recovered but were 
unable to recall most of the evening's events. 

Patients 6 and 7. On December 12, 1998, a 19-year-old woman (patient 6) and a 
22-year-old woman (patient 7) were brought to an ED by friends because of vomiting 
and decreased levels of consciousness. These symptoms followed ingestion of Revi- 
varant (2 oz by patient 6 and an unknown amount by patient 7). Patient 6 had drank 
one beer; patient 7 had had no ethanol. Vital signs were normal except for respiratory 
depression. On physical examination, patient 6 was lethargic and disoriented. Patient 
7 exhibited intermittent periods of extreme agitation, necessitating chemical treat- 
ment and physical restraint, punctuated by moments of calm during which her atten- 
tion focused on minor details. Mental changes for both patients resolved, and they 
were discharged approximately 4 hours after arrival. 


New Mexico 

From October 3, 1998, through January 29, 1999, the New Mexico Poison Center 
identified 14 cases of adverse events resulting in an ED visit among persons who had 
ingested GBL-containing products. Ten (71%) of the cases were reported in January. 
Patients’ ages ranged from 14 to 36 years; nine were male. Products used included 
“Firewater” (11 cases), “Blue Nitro Vitality” (two), and “RenewTrient” (one). The 
approximate amount ingested ranged from 1 to 10 oz (mean: 3 02). Five (36%) persons 
also had ingested ethanol and/or other drugs. Most of the patients were discharged 
from the ED within 13 hours of arrival; three were hospitalized. The most common 
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symptoms and signs were nausea/vomiting (10 [71%]), obtundation (nine [64%)), 
bradycardia (seven [50%]), prolonged unconsciousness (six [43%]), syncope 
(six [43%]), seizures (four [29%]), confusion (four [29%]), combativeness (four [29%)]), 
respiratory depression (three [21%]), amnesia (two [14%]), and euphoria (two [14%]). 
One person had cardiac arrest, one had respiratory arrest, and one had a motor- 
vehicle crash associated with the effects resulting from use of a GBL-containing prod- 
uct. No deaths were reported 


Texas 

From October 2, 1998, through January 24, 1999, Texas poison-control centers 
identified 20 adverse events resulting in ED visits among persons who had ingested 
GBL-containing products. Twelve (60%) of the cases were reported in January. 
Patients’ ages ranged from 11 to 41 years; 13 were male. Products known to have been 
used included “RenewtTrient” (six cases), “Revivarant” (four), “Revivarant-G” (two), 
and “Blue Nitro Vitality” (two). Ten persons also ingested ethanol and/or other drugs. 
Ten patients were admitted to the hospital from the ED. The most common symptoms 
and signs were obtundation (13 [65%]), prolonged unconsciousness (nine [45%)), res- 
piratory depression (nine [45%]), anxiety/nervousness (seven [35%]), nausea/vomiting 
(six [30%]), confusion (six [30%]), tremors/twitching (four [20%]), tachycardia (three 
[15%]), and combativeness (three [15%]). One person had respiratory arrest; no 
deaths were reported. 
Reported by: SW Smith, MD, AR Topliff, MD, M Danigelis, MD, DL Zvosec, PhD, LL Schrag, MD, 
SA Freiwald, MD, SR Gunn, MD, Dept of Emergency Medicine, Hennepin County Medical Center, 
Minneapolis; SC Setzer, Hennepin Regional Poison Center, Minneapolis; M Rock, MD, Methodist 
Hospital, St. Louis Park; MT Osterholm, PhD, State Epidemiologist, Minnesota Dept of Health. 
BE Benson, PharmD, New Mexico Poison Center, Albuquerque; J Padilla, MS, R Voorhees, MD, 
CM Sewell, DrPH, State Epidemiologist, New Mexico Dept of Health. L Williams, G Shepherd, 
North Texas Poison Center, Dallas; G Coody, PharmD, Div of Drugs and Medical Devices, Bur 
of Food and Drug Safety; DM Simpson, MD, State Epidemiologist, Texas Dept of Health. Center 
for Food Safety and Applied Nutrition, Food and Drug Administration. Environmental Hazards 
and Epidemiology Section, Health Studies Br, Div of Environmental Hazards and Health Effects, 
National Center for Environmental Health; Div of Applied Public Health Training, Epidemiology 
Program Office; and EIS officers, CDC. 
Editorial Note: GBL is metabolized to GHB in the body, but because of better absorp- 
tion GBL has greater bioavailability than GHB on an equimolar basis (2 ). Clinical ef- 
fects of GHB appear to be dose-related and include reports of vomiting, hypotonia, 
tremors, seizures, aggression, impairment of judgment, coma, respiratory depression, 
hypothermia, and bradycardia (7). GHB mixed with ethanol acts synergistically to pro- 
duce central nervous system and respiratory depression (3). Symptoms usually re- 
solve with supportive care within 2-96 hours (4). Death occurring when GHB was the 
sole intoxicant also has been reported (5). Toxic effects of GBL would be expected to 
be similar or identical to those of GHB, but previous clinical experience is limited (6,7). 
There is no antidote for GHB; treatment consists of supportive therapy until symp- 
toms of toxicity subside. A withdrawal syndrome, which can include insomnia, 
tremor, and anxiety, has been reported following discontinuance of GHB in chronic, 
high-dose users (8). 

GBL is an industrial and household solvent of acrylate polymers, and unintentional 
poisonings have been reported (6,9). It also is marketed as a dietary supplement at 
health food stores and on the World-Wide Web under several trade names. Although 
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labeled as dietary supplements, GBL-containing products are illegally marketed, un- 
approved new drugs that have been involved in at least 55 reports of adverse events, 
including one death (10). On January 21, 1999, FDA asked manufacturers to recall 
their GBL-containing products and warned consumers through press releases to 
avoid taking these products (70). Public education efforts should inform consumers 
that FDA review procedures for drugs are different than those used for dietary supple- 
ments. Consumers should be alert to the potential dangers of these products and un- 
derstand that terms such as “natural” do not necessarily imply safety. Physicians 
should counsel patients about these products and be prepared to recognize and treat 
the toxic reactions that some might produce. Chronic GBL users should be monitored 
for withdrawal symptoms when discontinuing use of the product. Depending on the 
severity of the withdrawal symptoms, medical intervention may be required. Physi- 
cians are encouraged to report serious adverse events associated with these products 
to FDA’s MedWatch program, telephone (800) 332-1088. 
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Decline in Cigarette Consumption Following Implementation 
of a Comprehensive Tobacco Prevention and Education Program — 
Oregon, 1996-1998 


In November 1996, residents of Oregon approved a ballot measure increasing the 
cigarette tax by 30¢ (to 68¢ per pack). The measure stipulated that 10% of the addi- 
tional tax revenue be allocated to the Oregon Health Division (OHD) to develop and 
implement a tobacco-use prevention program. In 1997, OHD created Oregon’s 
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Tobacco Prevention and Education Program (TPEP), a comprehensive, community- 
based program modeled on the successful tobacco-use prevention programs in 
California and Massachusetts (7,2). To assess the effects of the tax increase and TPEP 
in Oregon, OHD evaluated data on the number of packs of cigarettes taxed before 
(1993-1996) and after (1997-1998) the ballot initiative and implementation of the pro- 
gram. Oregon’s results also were compared with national data. This report summaz- 
rizes the results of the analysis, which indicate that consumption of cigarettes in 
Oregon declined substantially after implementation of the excise tax and TPEP and 
exceeded the national rate of decline. 

OHD obtained data on the sale of Oregon cigarette tax stamps from the Oregon 
Department of Revenue for 1993-1998. OHD also obtained data on the proportion of 
revenue received at the old and new rates after the tax change (February 1997) to 
calculate the number of packs sold each month. Per capita consumption was calcu- 
lated by dividing the number of packs sold by the total population of Oregon each year 
(3). 

National comparison estimates were generated using data from the Tobacco Insti- 
tute on state tax receipts for wholesale cigarette deliveries. Reliable figures were avail- 
able through December 1997 (4). Data from Oregon and the other three states 
(Arizona, California, and Massachusetts) with tobacco-use prevention programs 
funded through state initiatives were excluded from the comparison estimates. 
National per capita consumption was calculated by dividing the total number of packs 
sold by the total population in the remaining 46 states and the District of Columbia (5). 
Calculations for Oregon for 1996-1998 represent the 1 year before and the 2 years 
after the tax increase 

From 1993 to 1996, taxable per capita consumption of cigarettes increased 2.2% in 
Oregon and decreased 0.6% in the 46 remaining states and the District of Columbia. In 
Oregon, from 1996 to 1998, taxable per capita cigarette consumption declined 11.3% 
(from 92 packs to 82 packs) (Figure 1). Despite a 2.7% increase in the state’s popula- 
tion, 25 million fewer cigarette packs were sold in Oregon in 1998 than in 1996. In the 
United States during 1996-1997, per capita consumption declined 1.0% (from 93 packs 
to 92 packs). 

Reported by: B Pizacani, MPH, C Mosbaek, K Hedberg, MD, L Bley, PhD, M Stark, PhD, J Moore, 
PhD, D Fleming, MD, Oregon Health Div. Epidemiology Br, Office on Smoking and Health, 
National Center for Chronic Disease Prevention and Health Promotion, CDC. 

Editorial Note: Two years after the implementation of a ballot measure to increase the 
excise tax on tobacco and initiate TPEP. per capita consumption has declined 11.3% in 
Oregon, or the equivalent of 200 cigarettes (10 packs) per capita. Elements of the pro- 
gram include community-based tobacco-use prevention coalitions in every county; a 
statewide public awareness and education campaign; comprehensive school-based 
programs; tribal tobacco-use prevention programs; multicultural outreach and educa- 
tion; a quitters’ help line providing smoking cessation support; and projects evaluat- 
ing new approaches to prevent or reduce tobacco use. TPEP has an annual budget of 
$8.5 million, 93% of which is awarded in grants or contracts to external partners (e.g., 
county health departments, community-based agencies, tribal governments, and pri- 
vate-sector partners implementing the public awareness campaign). 

Decreased consumption is probably a result of both the increase in the price of 
cigarettes and the tobacco-use prevention program. Price elasticity of demand, 
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FIGURE 1. Annual per capita sales of cigarettes — Oregon and United States, 
1993-1998 
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defined as the percentage change in demand for cigarettes resulting from a 1% 
change in price, is an estimated —0.4% (6). A 15.8% increase in the price of cigarettes 
(the amount of the price increase in Oregon, calculated in 1996 dollars) should result 
in a 6.3% decrease in cigarette consumption. The findings in this report are consistent 
with reports from other states with tobacco-use prevention programs and indicate 
that excise taxes in conjunction with prevention programs reduce cigarette consump- 
tion more than excise taxes alone (17,7). 

Other factors that could account for the decrease in cigarette consumption in Ore- 
gon probably did not contribute to the decline. Smuggling or cross-border sales prob- 
ably are insignificant because a large proportion of Oregon's population resides in 
Portland, near Washington, where cigarette prices are higher. Increased sales on In- 
dian reservations in the state probably would not contribute to the decline because 
cigarettes sold on reservations are taxed, and tribes are reimbursed only for tobacco 
taxes paid by tribal members. Another possibility is that the observed downward 
trend for Oregon may reflect national declines. Although reliable national data are not 
available for 1998, it is unlikely that the decrease in Oregon reflects secular trends. 
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During 1990-1997, the annual rate of decline in consumption for all 50 states averaged 
only 1.4% (8). 

Oregon's decrease in cigarette consumption also appears to be resulting in de- 
creases in smoking prevalence. Preliminary data from the Behavioral Risk Factor Sur- 
veillance System for 1996-1998 indicate that prevalence of current smoking among 
adults in Oregon declined 6.4%, representing 35,000 fewer smokers. The decline in 
cigarette consumption in Oregon, California, and Massachusetts indicates that an ade- 
quately funded, comprehensive tobacco-control program can quickly and substan- 
tially reduce tobacco use. 
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Neighborhood Safety and the Prevalence of Physical Inactivity — 
Selected States, 1996 


Physical inactivity is an important risk factor for premature morbidity and mortality, 
especially among high-risk populations. Although health-promotion programs have 
targeted high-risk groups (i.e., older adults, women, and racial/ethnic minorities) (7), 
barriers exist that may affect their physical activity level (2). Identifying and reducing 
specific barriers (e.g., lack of knowledge of the health benefits of physical activity, lim- 
ited access to facilities, low self-efficacy, and environmental issues [2-6 ]) are impor- 
tant for efforts designed to increase physical activity. Concerns about neighborhood 
safety may be a barrier to physical activity (2,3). To characterize the association be- 
tween neighborhood safety and physical inactivity, CDC analyzed data from the 1996 
Behavioral Risk Factor Surveillance System (BRFSS) in Maryland, Montana, Ohio, 
Pennsylvania, and Virginia. This report summarizes the results of this analysis, which 
indicate that persons who perceived their neighborhood to be unsafe were more likely 
to be physically inactive. 

The BRFSS is a population-based, random-digit-dialed telephone survey of the 
civilian, noninstitutionalized U.S. population aged >18 years. In 1996, data on physical 
activity were analyzed for 12,767 persons (5320 men and 7447 women) who 





144 February 26, 1999 
Physical Inactivity — Continued 


responded to the Social Context Module included in the 1996 surveys in Maryland, 
Montana, Ohio, Pennsylvania, and Virginia. Respondents were asked, “How safe from 
crime do you consider your neighborhood to be?” Possible responses were “ex- 
tremely safe,” “quite safe,” “slightly safe,” or “not at all safe.” Respondents were 
classified as physically inactive if they reported no physical activity or exercise during 
the preceding month. Numbers for racial/ethnic groups other than white were com- 
bined because, when analyzed separately, data were too small for meaningful analy- 
sis. Data were weighted, and standard errors were calculated using SUDAAN (7) 

The prevalence of physical inactivity among respondents was approximately 30% 
(n=3967), which is similar to the levels reported for adults in the United States (7). The 
prevalence of physical inactivity was highest among adults aged >65 years, women, 
racial/ethnic minorities, persons with a high school education or less, and persons 
with annual household incomes of <$20,000 (Table 1). Overall, higher levels of per- 
ceived neighborhood safety were associated with lower levels of physical inactivity; 
the differences were greatest among persons aged 265 years (from 38.6% [extremely 
safe] to 63.1% [not at all safe]) and racial/ethnic minorities (from 29.9% [extremely 
safe] to 44.6% [not at all safe]). For respondents with more than a high school educa 
tion, little difference in physical inactivity was noted among persons who perceived 
their neighborhood as unsafe and persons who perceived their neighborhood as safe 
(24.5% and 23.0%, respectively). 

The prevalence of physical inactivity among men and women differed across 
neighborhood safety levels among persons aged 18-64 years but not among persons 
aged >65 years (Figure 1). Data stratified by age and sex and controlling for race and 
education demonstrated an association between neighborhood safety and physical 
inactivity among older adults (odds ratio=2.3; 95% confidence interval=1.1-4.7). 


TABLE 1. Perceived neighborhood safety and the prevalence of physical inactivity 
among persons aged >18 years, by selected characteristics — Maryland, Montana, 
Ohio, Pennsylvania, and Virginia, Behavioral Risk Factor Surveillance System, 1996 





Extremely safe Quite safe Slightly safe Not at all safe 
Characteristic Total* % (95% Ci") % (95% Cl) % (95% Ci) % (95% Cl) 








Age (yrs) 
18-64 2898 30.5 (27.6-3 4-30.8) 35.15 (31.7-38.4) 39.3' (31.5-47.0) 
65 1069 38 3 3.7 37 4.2) 45.0 | 53.0) 63.15 (48.8-77.5) 
Sex 
Mer 1496 0 26 28 3 38.8) 36.7 
Womer 2471 33.8 37.C 33 35.7 47.25 (3% 
Race/ 
Ethnicity! 
White 3188 (29 3.6-32.0 33.1 36.7 0 (31.6-49.9) 
Other 779 g (23.0- 2.9-40.7) 45.15 (: (34.0-55.3) 
Education level 
12 years 2451 41.7 (37.9-45.5) ( 42.7 44.8 (40.4 § (42.9-59.7) 
12 years 1516 23.0 (19.9-26.1) 5-24.3) 25.4 (21.4- 4 (15.0-33.9) 
Annual income 
<$20,000 938 43.8 (37.0-50.6) 42.9 (38.8-47.0) 42.5 (36.0- (33.4-54.7) 
*$20 ,000 2269 30.7 (27.8-33.7) 28.6 (26.8-30.5) 34.4 (30.7- (29.2-50.5) 





*n=3967; numbers may not add to total because of missing data. 

‘Confidence interval. 

5p <0.05 compared with “extremely safe.” 

'Numbers for racial/ethnic groups other than white were combined because, when analyzed 
separately, data were too small for meaningful analysis. 
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FIGURE 1. Percentage of respondents who reported physical inactivity, by sex, age 
group, and perceived neighborhood safety level — Maryland, Montana, Ohio, 
Pennsylvania, and Virginia, Behavioral Risk Factor Surveillance System, 1996 
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Reported by the following state BRFSS coordinators: A Weinstein, MA, Maryland; P Feigley, 
Montana; P Pullen, MS, Ohio; L Mann, Pennsylvania; L Redman, Virginia. Physical Activity and 
Health Br, Div of Nutrition and Physical Activity, National Center for Chronic Disease Prevention 
and Health Promotion, CDC. 

Editorial Note: This report is the first to document the higher prevalence of physical 
inactivity among persons who perceive their neighborhoods as unsafe, and this find- 
ing remained after controlling for other factors. The findings were similar to those 
from other studies (7), which found that women were more physically inactive than 
men, and older adults were more inactive than younger adults. However, among older 
persons who perceived their neighborhoods as unsafe, the prevalence of physical in- 
activity in these states was similar among men and women. 

Environmental barriers, including neighborhood safety, are not the only factors 
associated with physical inactivity among adolescents and young adults (3,8). How- 
ever, many young adults use facilities, and the types of activities available are more 
varied. Among older adults, environmental barriers studied have been related to ac- 
cess to facilities (e.g., malls, parks, and gymnasiums) for physical activity rather than 
neighborhood safety issues (4,5,9 ). Older adults, for whom walking is the major activ- 
ity, may be more influenced by safety concerns in their neighborhoods. These results 
suggest an association between perceived neighborhood safety and physical inactiv- 
ity for adults aged >65 years. 

The findings in this report are subject to at least five limitations. First, BRFSS data 
are cross-sectional and may not accurately reflect behaviors or conditions over time. 
Second, data are from only five states and may not represent trends in other states. 
Third, because the number of respondents in this analysis is relatively small and 
the data are self-reported, estimates may be unreliable. Fourth, because of the small 
number of respondents for racial/ethnic minorities, numbers were combined for a 
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comparison with whites. Finally, these data may be affected by unmeasured con- 
founding factors (e.g., social and demographic factors). 

The survey described in this report suggests that public health action is needed to 
provide safe alternatives for physical activity in neighborhoods. Such efforts could 
increase community support and access to safe places for older adults to engage in 
physical activity. Additional research is needed to increase understanding of how per- 
ceived and actual neighborhood safety inhibits or facilitates participation in physical 
activity 


References 

1.CDC. Physical activity and health: a report of the Surgeon General. Atlanta, Georgia: US 
Department of Health and Human Services, CDC, 1996 

2. Eyler AA, Baker E, Cromer L, King AC, Brownson RC, Donatelle RJ. Physical activity and mi- 
nority women: a qualitative study. Health Educ & Behav 1998;25:640-52. 

3. Sallis JF, Johnson MF, Calfas KJ, Caparosa S, Nichols JF. Assessing perceived physical envi- 
ronmental variables that may influence physical activity. Res Q Exerc Sport 1997;58:345-51. 

4. O'Neill KO, Reid G. Perceived barriers to physical activity by older adults. Canadian J Public 
Health 1991;82:392-6 
Dishman R. Motivating older adults to exercise. Southern Med J 1994;87:S79-S82. 

6. Tappe MK, Duda JL, Ehrnwald PM. Perceived barriers to exercise among adolescents. J Sch 
Health 1989;59:153-5 

7. Shah BV, Barnwell BG, Bieler GS. SUDAAN user's manual, release 6.4. 2nd ed. Research Tri- 
angle Park, North Carolina: Research Triangle Institute, 1996 

8. Myers RS, Roth DL. Perceived benefits of and barriers to exercise and stage of exercise adop 
tion in young adults. Health Psychol 1997;16:277-83 
Booth ML, Bauman A, Owen N, Gore C. Physical activity preferences, preferred sources of 
assistance, and perceived barriers to increased activity among physically inactive Australians. 
Preventive Med 1997;26:131-7 


Notice to Readers 


Recall of Tripedia " Vaccine 


On January 27, 1999, the Food and Drug Administration initiated a voluntary recall 
of Tripedia diphtheria and tetanus toxoids and acellular pertussis vaccine (DTaP), lot 
number 0916490, manufactured by Pasteur Mérieux Connaught USA.* Routine post- 
release stability testing completed in January 1999 indicated that the potency of the 
diphtheria toxoid component of this lot was below specification. The potency of the 
tetanus and pertussis components of this lot was acceptable. 

The lot was distributed during February—June 1998. All lots of Tripedia met po- 
tency specifications before release. Previously tested lots of Tripedia’ met diphtheria 
potency specifications in routine stability testing after release; stability testing of addi- 
tional lots is in progress. 

A primary series (three doses) of fully potent diphtheria toxoid-containing vaccine 
is required to reliably induce protective antibody levels. Five doses of diphtheria 
toxoid-containing vaccine are recommended for preschool-aged children in the 
United States and provide optimal protection against diphtheria. 


*Use of trade names and commercial sources is for identification only and does not imply 
endorsement by CDC or the U.S. Department of Health and Human Services. 
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Notice to Readers — Continued 


The risk for exposure to toxigenic strains of Corynebacterium diphtheriae in the 
United States is low; however, diphtheria remains endemic in many countries. Addi- 
tional doses of diphtheria toxoid-containing vaccine beyond those recommended in 
the childhood immunization schedule are associated with an increase in local reac- 
tions and should be considered only for children vaccinated with Tripedia™ lot number 
0916490 who may be at increased risk for exposure to toxigenic strains of C. diphth- 
eriae. CDC, the American Academy of Pediatrics, and the American Academy of Fam- 
ily Physicians have developed recommendations for children who received one or 
more doses of Tripedia™ lot number 0916490. The complete text of the recommenda- 
tions is available on CDC’s National Immunization Program World-Wide Web site, 
http:/Awww.cdc.gov/nip/news/recall.htm; in summary, the recommendations are as 
follows: 


e Children remaining in the United States until the scheduled fourth dose of DTaP or 
traveling to countries where the risk for diphtheria is low do not require any supple- 
mental doses of diphtheria toxoid-containing vaccine. 


Children traveling to a country where the risk for diphtheria is high" before their 
scheduled fourth dose of DTaP may require a supplemental dose of DT or a dose of 
DTaP on an accelerated schedule; the recommendations vary based on the number 
of doses of Tripedia™ lot number 0916490 received (Table 1). 


‘Travelers may be at substantial risk for exposure to toxigenic strains of C. diphtheriae, espe- 
cially with prolonged travel, extensive contact with children, or exposure to poor hygiene. 
Countries comprise the following: Africa—Algeria, Egypt, and sub-Saharan Africa; Americas— 
Brazil, Dominican Republic, Ecuador, and Haiti; Asia/Oceania—Afghanistan, Bangladesh, Cam- 
bodia, China, India, Indonesia, Iran, Iraq, Laos, Mongolia, Myanmar, Nepal, Pakistan, 
Philippines, Syria, Thailand, Turkey, Vietnam, and Yemen; and Europe—Albania and all coun- 
tries of the former Soviet Union. 
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TABLE 1. Recommendations for children who travel to areas where the risk for 
diphtheria is high* and who received Tripedia™ diphtheria and tetanus toxoids and 
acellular pertussis vaccine (DTaP) lot number 0916490" 





Total doses received 
of any diphtheria No. doses of 
toxoid-containing Tripedia™ from lot 
Age (mos) vaccine no. 0916490 Recommendation® 





2-11 1-2 1-2 Complete primary series with DTaP‘ 
3 1 Administer fourth dose of DTaP at 
age 15-18 mos 
Administer supplemental dose of DT, 


followed by fourth dose of DTaP at 
age 15-18 mos 





Administer fourth dose of DTaP at 
age 15-18 mos 


Administer supplemental dose of DT 
if <6 months have elapsed since 
third dose of DTaP, followed by 
fourth dose of DTaP at age 
15-18 mos 


OR 


Administer fourth dose of DTaP as 
early as age 12 mos if >6 months 
have elapsed since third dose of 
DTaP 


Administer fifth dose of DTaP at age 
4to6yrs 


Administer routine tetanus and 
diphtheria toxoids (for adolescent 
and adult use) boosters 





*Travelers may be at substantial risk for exposure to toxigenic strains of Corynebacterium 
diphtheriae, especially with prolonged travel, extensive contact with children, or exposure to 
poor hygiene conditions. Countries comprise the following: Africa—Algeria, Egypt, and sub 
Saharan Africa; Americas—Brazil, Dominican Republic, Ecuador, and Haiti; Asia/Oceania— 
Afghanistan, Bangladesh, Cambodia, China, India, Indonesia, Iran, Iraq, Laos, Mongolia, 
Myanmar, Nepal, Pakistan, Philippines, Syria, Thailand, Turkey, Vietnam, and Yemen; and 
Europe—Albania and all countries of the former Soviet Union 
‘Manufactured by Pasteur Mérieux Connaught USA. Use of trade names and commercial 
sources is for identification only and does not imply endorsement by CDC or the U.S. Depart- 
ment of Health and Human Services 
SThe minimum interval is 4 weeks between a dose of diphtheria and tetanus toxoids (for 
pediatric use) (DT) and any other dose of diphtheria toxoid-containing vaccine. The minimum 
interval is 6 months between the third dose of DTaP (including doses of Tripedia™ lot number 
0916490) and the fourth dose of DTaP. 

‘lf time is sufficient before travel, children who received two doses of Tripedia™ lot number 
0916490 should receive their third dose of DTaP (as early as 4 weeks after the previous dose 
of DTaP) and a supplemental dose of DT (as early as 4 weeks after the third dose of DTaP). 
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FIGURE I. Selected notifiable disease reports, comparison of provisional 4-week totals 
ending February 20, 1999, with historical data — United States 


A URRENT 
DISEASE DECREASE INCREASE ° ST WEEKS 


Hepatitis A 

Hepatitis B 

Hepatitis, C/Non-A, Non-B 
Legionellosis 

Measles, Total* 
Meningococcal Infections 
Mumps 

Pertussis 


Rubella” 


0.03125 0.0625 0.125 0.25 0.5 
. T 
Ratio (Log Scale) 


Beyond Historical Limits 


*No measles or rubella cases were reported for the current 4-week period, yielding a ratio for 
_ week 7 of zero (0). 
Ratio of current 4-week total to mean of 15 4-week totals (from previous, comparable, and 
subsequent 4-week periods for the past 5 years). The point where the hatched area begins is 
based on the mean and two standard deviations of these 4-week totals. 


TABLE |. Summary — provisional cases of selected notifiable diseases, 
United States, cumulative, week ending February 20, 1999 (7th Week) 





Cum. 1999 |_Cum. 1999_ 





Anthrax 


Plague 
Brucellosis 


Poliomyelitis, paralytic 
Cholera Psittacosis 
Congenital rubella syndrome Rabies, human 
Cryptosporidiosis* E Rocky Mountain spotted fever (RMSF) 
Diphtheria Streptococcal disease, invasive Group A 
Encephalitis: California* Streptococcal toxic-shock syndrome* 
eastern equine* Syphilis, congenital‘ 
St. Louis* Tetanus 
western equine* Toxic-shock syndrome 
Hansen Disease Trichinosis 
Hantavirus pulmonary syndrome*' Typhoid fever 
Hemolytic uremic syndrome, post-diarrheal* Yellow fever 
HIV infection, pediatric** 














no reported cases 
*Not notifiable in all states 
' Updated weekly from reports to the Division of Viral and Rickettsial Diseases, National Center for Infectious Diseases (NCID) 
’ Updated monthly from reports to the Division of HIV/AIDS Prevention-Surveillance and Epidemiology, National Center for 
HIV, STD, and TB Prevention (NCHSTP), last update January 24, 1999. 
‘Updated from reports to the Division of STD Prevention, NCHSTP. 
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TABLE Il. Provisional cases of selected notifiable diseases, United States, 
weeks ending February 20, 1999, and February 21, 1998 (7th Week) 





Reporting Area 


Chiamydia 


Escherichia 
coli O157:H7 





NETSS* PHLIS' 


Gonorrhea 


Hepatitis 
C/NA,NB 











Cum Cum 
1999 1998 


Cum Cum 
1999 1999 











Cum 
1998 


Cum 
1999 


| 





Cum 
1999 


Cum 
1998 





STATES 


Amer. Samoa 


57,398 14,787 


1,683 


A 


136 37 


YY 


34,046 


429 





NM! 
N: Not notifiable 


“Updated monthly from reports to the Division of HIV/AIDS Preventior 


and TB Prevention 


U: Unavailable 


no reported 


. last update January 24, 1999 
National Electronic Telecommunications System for Surveillance 
‘Public Health Laboratory Information System 


C.N.M.1 


e 
-Survei 


ases 


Commonwealth of Northern Mariana Islands 


ance and Epidemiology, National Center for HIV 


STD 
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TABLE Il. (Cont'd.) Provisional cases of selected notifiable diseases, United States, 
weeks ending February 20, 1999, and February 21, 1998 (7th Week) 


Lyme 
Legionellosis Disease 





Syphilis Rabies 
Malaria Primary & Secondary) Tuberculosis Animal 


Cum Cum Cum Cum Cum Cum Cum Cum Cum Cum Cum 
Reporting Area 1999 

















1998 1999 1998 1999 1998 1999 1998 1999* 1998* 1999 











22 aA 7 


158 660 ! 758 482 


6 


37 86 


4 
14 
6 


C.N.M 





N: Not notifiable U: Unavailable reported case 


€ 
*Cumulative reports of provisional tuberculosis cases for 1998 and 1999 are 


snavailable (“U oO me areas using the Tubercuk 
information Management System (TIMS 
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TABLE Ill. Provisional cases of selected notifiable diseases preventable by vaccination, 
United States, weeks ending February 20, 1999, 
and February 21, 1998 (7th Week) 


H. influenzae. Hepatitis (Viral), by type Measles (Rubeola) 
invasive A B Indigenous imported’ Total 
Cum Cum Cum Cum | Cum Cum 











Cum Cum Cum 
Reporting Area 1999° 1998 1998 1999 




















1998 1999 1999 val 1999 1999 1998 





11 15 1 3 2,399 48 1,049 ] 





A ' 
N: Not notifiable U: Unavailable no reported cases 


*Of 16 cases among children aged <5 years, serotype was reported for 4 and of those, 1 was type t 


or imported measies, cases include only those resulting from importation from other countries 
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TABLE Ill. (Cont’d.) Provisional cases of selected notifiable diseases preventable 
by vaccination, United States, weeks ending February 20, 1999, 
and February 21, 1998 (7th Week) 





Reporting Area 


Meningococcal 
Disease 


Mumps 


Pertussis 


Rubella 





Cum Cum 
1999 1998 





Cum 
1999 1999 





| 


Cum 





Cum 
1999 





1999 | 


Cum Cum 
1999 1998 





UNITED STATES 
NEW ENGLAND 
Maine 

N.H 

Vt 

Mass 

RI 


Conr 

MID. ATLANTIC 
Upstate N.Y 
N.Y. Cit 


i 

Mict 

Wis 

W.N. CENTRAL 
Ming 


lowa 


Kans 


S. ATLANTIC 
Del 


W.S. CENTRAL 
Ark 

La 

Okla 

Tex 


MOUNTAIN 
Mont 
Idaho 

Wyo 

Colo 

N. Mex 
Ariz 

Utah 

Nev. 


PACIFIC 
Wash 
Oreg 
Calif 
Alaska 
Hawaii 


Guam 

PR 

Vi 

Amer. Samoa 
C.N.M.1 


246 473 
17 29 
2 


3 


4 44 


3 30 





N: Not notifiable 


Unavailabie 


no reported cases 
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TABLE IV. Deaths in 122 U.S. cities,* week ending 
February 20, 1999 (7th Week) 





All Causes, By Age (Years) P&l All Causes, By Age (Years) 


Reporting Area Total Reporting Area 
9 A wos | 45a] 2544] eas All | 365 | 45-64 | 25-44 | 1-24 
re 








Ag Ages 

















1,094 36 «209 


Boise 

Colo. Springs 

Denver, Co 

Las Vegas, Nev 

Ogden, Utah 

Phoenix, Ariz 

Pueblo, Col 

Salt Lake City, Utat 
scson, Ar 

PACIFIC 

Berkeley 


Fresno 


nN & 


Glendale 
Honolulu, hawaii 
ng Beach, Calif 
Los Angeles, Calif 
Pasadena, Calif 
Portiand, Oreg 
Sacramento, Calif 


PUN OW 
IoD 


INS 


NP 


san Diego, Calif 


. 
D 
=] 


San Francisco, Calif 

San Jose, Calif 

Santa Cruz, Calif 

Kansas ( : Seattle, Wash 1 97 
ncoin, Nebr 1 } Spokane, Wast 48 

Minneapolis r Tacoma, Wast 1 80 
Jmaha, Nebr 

St. Louis, Mc 

St. Paul, Minn 


Wichita, Kans 


oewc 


TOTAL ! 698 2,146 








J: Unavailable no reported cases 

*Mortality data in this table are voluntarily reported from 122 cities in the United States, most of which have populations of 100,000 or 
more. A death is reported by the place of its occurrence and by the week that the death certificate was filed. Fetal deaths are not 
nciuded 

'Pneumonia and influenza 

‘Because of « hanges in reporting methods in this Pennsylvania city, these numbers are partial counts for the current week. Complete 
ounts will be available in 4 to 6 weeks 

Total includes unknown ages 





Vol. 48 / No. 7 





Contributors to the Production of the MMWR (Weekly) 
Weekly Notifiable Disease Morbidity Data and 122 Cities Mortality Data 


Samuel L. Groseclose, D.V.M., M.P.H. 


State Support Team CDC Operations Team 
Robert Fagan Carol M. Knowles 
Scott Connolly Deborah A. Adams 
Gerald Jones Willie J. Anderson 
David Nitschke Patsy A. Hall 

Carol A. Worsham Amy K. Henion 














SM4N / STVOIGOIdAd 


1 hail bale | ht fl ee | ht iol el | hl | cel | ic 11 | lett fed | fd | 


SPET-SOTSry IW NOEHY NNY 
SveTt XO Od 
SWoIIdOTsSd 

IWN 


MWW 666T/92/Z0 OOETTO SOTSESO 


T8y DOU HOS TWxxnnnxnx OZL6-~SP~zO VW ‘weuyeM 


O26 XOG ‘Od 
Aya100S |BoIPe-;: syesnyoessey 


@}|SPWISOY ‘YY UO}ISOg je pred ebejsod 


UB 40 


sedueyo sseuppe pues 
»xO-U SLUJO} OU JOPUN LSGPrZ 


Wy eul 





3jB91 


UUNeEM 


yeeu)\< 


Poue, JeeA Jed OO'6Z$ :e9 


> UEC Orr ‘Al 


£080-r7SPz0 VW WeRUNEM £08 X08 ‘Od 
UONUBABJg PUB |O1JUOD BSPBeSIC 10} U8 OU) UM JUeWPeE5e aaisn; 


iq UONdUOSGNS ) 
jeoipeyy syesnyoessey eu) Aq Ajyoem peysiqnd si (G61. Z-6h LO NSSI) Vodey Ajyeey A/eloy puke Ajyipiqiow 


OC 





VW 


eqeyieae oO 
LSPco VW Wee 


esow K 


JEqUINU XB} INO ‘OOOL 
1O 66LL*X OOBE-£68-182z 
0} }JUeWAede 


jQWOISNY Bu} 


ye 
02 l6-vSvc0 VW 


equinu enss! pues 


sai 


o0o'9$ 
00'Sss 
0o0'ss 
00 v$ 
SIE 


») eseoid 


id pue J 


OSBOSIC SIGEYIION K 


we ¢ 


dO 


AW 'PABM MM VUOT 
S8U8S YMWW 40NPS 
SW OW “VexOeUL ‘Gg UeYdeIS 


W 49184 
W eu0y 


sonydesr 


sUIMUOL 
sul6bi-4 
jenuuy ywoddans 
UOJ8H 
IDUBINIGAINS DAD 


3) AINeeny 


AJBWLUNG 


svodey 9 suCHepUuew 
souewWwnNs ¢ 
ens 
SO/OIUB JENPIAIPul jO SJULGEY “EO18-O68-1 BZ § 
1deQg sjuudeyY ING 0} eum (A188) HMAWW 
seidoo yoreqg Jeps0 Oj . VW 
Yd ‘Wwewpedeg soe. 480M) HMNWW 4 
und oO] Bd1AUES UYROH GN / SENA4eS UEWINY puke YWee} JO pUeUeEdeg “S'h 
peyeioeidde si eAeMOY ‘@D1NOS 0} SB UONVEO ‘UOIssiwued jeIOeds jno 
88S YMWW ou) U! /eueyew 
IN FE 
sOYIPQ 


UIEW OVrrl 
seinquend ul 
OZ1L6 xOg © 


9id0o 


yeouIs 
OS jO 


WEYUEM 
iM pe 


iv 
JOYND OOD 
oneoyand 40, 


eseaid yoreq esey 
) WOVE 

eq ABW PUB UIBPWIOP 21/GQNC ey) UI Ss 

7ZE-ZES™S (BBR) GuOYdesje) ‘CECOE eIHsoeyH ‘eBjuejy BO 

Lioyy pue Ajyp 


LOW 





seyes UBiei0; 


SunOS ey) GuuNp penquys 
KAING jBIeAes 


¥ DUB UOTE 


euinDul eSesid 


PLLLOJU 
Pp pue pejuud 
usvand 


jead 


00 62S 


dive NOLLdid 


MEYUNEM ‘02 
dary Ayaan, AWjeLOy ft 


Lé 


euinbul sseuppy 


) doysyeyy ‘Wodepy AjyeesA Aj//e) 
seue< AA 
J 8 UO Byer 


NY @y) jO jueUC 
seajas Ayeioyjo 


Lu JO} G4INDU! @SBSig UC 
{ > ) ‘ 

s.,0dey Pue SUO UBWWOD8H . 

. eyiwans sjyiodes Guipnjou | ] ) BU) NOE 

) IMO}O) BU} UO D1)GQNd BU) O} Pest 


> MANY 


a 
9g HIM Yorum 
1 S}OeGxe OSit 
e 00 
JBBA BU 
sens 
; xOg Od Ale 
pue Aypiquoy, 








